
CENTER FOR DRUG EVALUATION AND RESEARCH

APPROVAL PACKAGE for:

APPLICATION NUMBER:      085981                 

TRADE NAME:   Hydrocortisone acetate powder

GENERIC NAME:        Hydrocortisone acetate powder

SPONSOR:           Pharm-Tek, Inc.                                                     

APPROVAL DATE:      05/09/78                                               
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Gentlemen:

Reference is made to your abbreviated new drug appl i cation sdmltted
pursuant to Sect40n 505(b) of the Federal Food. Dreg. and CO*iC Act
for l-&dmcortisoneA cetate Powder.

We have completed the revleu of this abbreviated new drug appllcatlo~
and have concluded that the drug ts safe and effective for use as
recommended In the sulxaitted labeling. Accordingly, the aPPlfcMIon
is approved.

Any significant change In the condit~ons outl fried in this abbreviated
new drug appllcat~on. requires an approved suppleawntal application
before the change may be made, except for changes made ~a confonuance
with other provisions of Sectton 314.8 of theaew drug regulation%

This Adurin4strat~on should be adv~sed of auy change in the marketing
status of this drug.

The reouirenmt for adeouate data to assure the Molooic availabllt&—l—.——. .–-— .

‘-fs-betng deferred at the present time. Howwer, our actlos in approvfq

%. this application is based upon an understandkg that If this requimoaat
is reinstated you will perform the appropriate procedures. “

Promotion of a product marketed underan abbrdated new drug appl$catfon
must not convey the impression that the product Is a new entity.
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ITEM 4

MEL AND ALL OTHER &3ELING

-a K

HYDROCORTISONE ACETATE USP FOR PRESCRIPTION COMPOUNDING -
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HYDROCORTISINE ACETATE
‘.: ‘$3

$nkm.+..dc.-, ,s
FOR PRESCRIPTION COMPOUNDING.. . . ..

‘ “.;+ N* stmfh~.
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&&OCORTISONE ACETATE @
U.S.P.

Micronized

FOR PRESCRIPTION COMPOUNDING

Not Sterile

CAUTION: Federci aw prohibits

dispensing without prescription.

The statement Wlicronized” to be replaced by the term ‘Willed”

when used accordingly.

,

The appropriate lot number will be imprinted on each label at tke

time of a labeling of the batch.
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. Pharma-Tek Inc. SUPPLEMENT
,{;;~ckager for prescription Compounding)

RESUBMISSION_&n~ington, NY
CORRESPONDENCE-

PURPOSE OF AMENDMENT/SUPPLEMENT REPORT

I
OTHER

* DATE(s) of SUBMISSION(:
7/19/77, 9/15 1/1 1

PHARF?ACOLOGICAL CATEGORY

GJucocorticoid

DoSAGE FORM(S) Powder

(
Bulk for prescription
compounding

)

i -

NAME OF DRUG lHOiJDISPENSED
Hydrocortisone Acetate

~ I W&- em__.

POTENCY(IES]
●

RELATED IND/NDA/DMF

j 85-382

I
. .

Satisfactory per RBarzilai
.-

t310L0GIC AVAILABILITY

deferred

ESTABLISHMENT INSPECTION .
Applicant and testing labs in compliance., memo fr HFD-322

dated May 2, 1978

COMPONENTS, CWPOSITION, MANUFACTURING, CONTROLS

Controls are satisfactory
f

PACKAGING ~

Satisfactory

STABILITY i

Protocol: Submitted, 3yr data. Applicant’s supplier is .~ith 60-month
expiration dating

Exp. Date: 36 months (C).O.D.request)

REM TS AND
CONL4S1ON: approval .-..

CMSmi th .,..

Kr.
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MEMORANDUM I)IN’ARTMENT O1;HE.’WTH, J:nU::ATIWN,ANI.IWELFARE
PUHLIC IIL iLTl i SF.l~VfCE

(- ‘

TO :

FROM :

SUBJECW

Director, Division of Generic Drug DATE: Play2, 1978
Monographs (HFD-530)

\

Ilttn: C. Smith

Chief, Manufacturing Review Branch (HFD-322)
Division of Drug Manufacturing

Q
Approvable AND,% 85-981 Hydrocortisone Acetate for Prescription Compounding--

85- , It for Prescription Compounding

APPLICANT/REPACKER: Pharma-Tek, Inc.
Northport, hi.Y,

We have re-evaluated the operations of Pha}vna-Tek, Inc. as they relate to
compliance with Current Good Manufacturing Fr~ctice Regulations (.25CFR
211) and the referenced New Drug Applications,

Following our previous memo of 1/4/78 recommending non-approval of these
two ANDAs due to lack of stability data, the applica~t submitted amendments
dated 1/11/78 to both applications with certain stability data and
proposed 36 month expiration dates.

Based on this data, we have no further objection to approval of these
AliW?s insofar as CGMP compliance of this firm is concerned, as long as
your office deems the stability data sufficient in support of the 36

f month expiration period.

I
zl.’+[d~.y.~-
David 1-1,Bryant .

cc: NYK-DO (iiFR-2100)
-~~~-~y}

MW-53G (Zj
HFD-322 Firm File
“HFD-3C0 R/’F
HFD-530 (ANOA Orig)

ldA13rown:rdj:5/2/78
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NDA85-981
—%*’

Pharme-Tek, Inc.
Attention: Dan J. Bedia
P.().Box AB
Muntirlgml, m 11743

Gellthaell:

Reference is made to your ●bbreviated new drug ●pplication msbedtted
pursuant to Section 505(b) of the Federal Food, Drug and cosmetic Act

for Hydrocortisone Acetate USP for Prescrfptfon Compounding. -

Wf4HXWX! is aleo made to your communlc~tiona dated September 15, 1977
and January 11, 1978, mzending the applkatkm.

U& have completed the rwieu of this abbreviated new drug application.
%wver, we are unable to make a final dectslon at this the.

We call your attentiou to the report uf inepectlon of par facllitiaa
conducted on September 8, 1977, which indicatad disagreeaen t betweem
actual current good manufacturing practicee (CGMP) and the commimt
in your application.

Therefore, before we can take further action on this appll-t~on, ve
should have a satlefactory Inepectkn report froia our Bureau of Drugs.
Division of Drug Mamfacturisg. .

We will coamxnkate with you after we have received t

q$~g@3~/7f
i{ Mr r
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. .Ai”@pqH+ t
13ivitBionof Genetic D g Monographs ,

-); .//~) OffIce of Drug ?%onogr hs,, -..
1 :-\

,ffL.”~-&) Bureau of Drugs
!/ HFD-614

RBarzilai/JLMeyer/CMSmith I
R/D fnit JLMeyer/MSeife/2 -23-78

>.,,~\~~j

mlb/2-23-78
rev w/f
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REVXEN OF ANDA’S “

~ DATE COMPLETED: 8-10-77 ANDA #; 85-981
85-982

;-9 s

CO. NAME: Phmna-Tek, Inc. -

WE OF DRUG: 85-981 llydrocortisone Acetate USP

85-982 Hydrocortisone USP

DATE OF SUBMISSION: 7-19-77

TYPE OF SUBMISSION: ANDA’s-

CLINICAL EVALUATION:

1. Review of SWdfes:

Bfo studfes - deferred

both above products are “FOR PRE3CRIPTXON
COMPOUNDING”

EIAR - for revt~-by-assf gned chemist.

2. Revfewofhbelfrtg: Acceptable FPL for non-sterf le containers of 10
and 50 gm adequately labeled “FOR PRESCRIPTION COMPOUNDING. These --
products requft?~ no package tnsert sfnce they are to be used only
by”registered phamacfsts for “prescription compmmdlng”.

CONCLUSION: Acceptable FPL of container labels.

RECOMMENDATIONS: Needs chemfsts revfew. .

cc:dup
REB/wl b/8-$0-77

.“flAZ4..:ia-.‘../;/4

“R. Barzflai, M.D.~
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‘; ~BREVI:.wED NEW DRUC APPLICATION

I

STATE??ENTDATE .
OR ~uP%LrfENT

4
● .4 .$$ .

:!

AND ADDRESS ~WPLICANT ( CITY AND.STATE )

Pharma-Tek Inc
‘Huntington NY 11743 -

\

.

-.—— —————~ —

Purpose of Amendment/Supplement

.
b i

Pharmacological Category

Glucocorticoid
Dosage Form(s) .

Bulk for prescription

.Packaging/Sterilization

I
;Labeling

~
I

Name Qf Drug
;..;M

..~ )“
2

HV&QCQ&SP A~-Pfafe
Potency(ies)

Samples

NDA NUY’BER

-.

.

85-3~1

Orifiinal
Amendment
Supplement
Resubmission
Corres~ondence
~~ - —

Other

Date(s) of Submission(s)

7/19/77 .
9/1 5/77

1/11/78

i?7“ nensed

Rx
OTc i

Related INT)/NDA/.W

..-

.-

satisfactor”y per REBarzilai

‘,BiologicAvailability

deferred

Establ ‘~shmen t InspectIon
Applicant not-in compliance @ 9/8/77

Reinspection requested 2/16/78

Components, Composition, ?~%nufacturing and controLs
1

.
! Unsatisfactory

,Remarks
!

1= Rev w/f.

1
. CMSmith

1.

Conclusion

‘Reviewer Date

I
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TOI Ifr. David H. Bryant, Office of Compliant>
I

HFD-322 .

Al? -
/“

REQUESTED: .

w“ 1.

rf’-2.

REMARKS :

cd?L? -0/
— 3’?

Evaluation of compliance with CGMP for:

[T a. The applicant

Recommendation for approval/disapproval
communication/supplement, based on your
compliance with CGMP

of the application
evaluation of

.

NATu RC OOCU14CNY t4UtAOCiT
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Phama-Tek, Inc.
Attn: Dan J. 8adia
P*O. Box M

/;

Huntington, NY 11743 t

Gentleman:

We acknowledge the receipt of your abbreviated new drug application
subadtted pursuant to Section 505(b} of the Federal Food, Drug, and
Cosmetic Act for the following:

NAME OF DRU6: Hydrocortimne Acetate USP for prescription Compounding t
I

DATE OF APPLICATION: July 19, 1977

DATE OF RECEIPT: August 2, 1977
I

He wI11 correspond with ymu further ●fter w have had the opportunity !I
to review the application.

Please identify any comnmkations concerning this application with
.-

1the NDA number shown afxh. A t

NYK-DO DUP HFD-614
JLMeyer/cjb/8-4-77 ack

#///

t’s,

x- $’s??f
Dfrector “ -
Division of Gendc Dfug Monographs
Off ice of Drug Monographs
Bureau of Drugs

i

.


